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DETAILED ACTION 

Applicants amendments filed February 27, 2004 have been entered. 
Claims 22-30, 38-40, and 43-44 are pending. 

The outstanding rejection under 35 USC 1 12 has been withdrawn in view of the 
amendments filed February 27, 2004. 

The outstanding rejection under 35 USC 102(b) is withdrawn in view of the 
amendments filed February 27, 2004. The claims are now directed to a method of 
treating spinal cord injury employing composition not containing benzyl alcohol. The 
specific exclusion of benzyl alcohol in the claims will obviate the cited prior art. 

The outstanding rejection under 35 USC 103(a) over Duck in view of Potter is 
withdrawn in view of the amendments filed February 27, 2004. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 22-29, 38-39 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable overclaims 1-17 
of copending Application No. 10/132,542. Although the conflicting claims are not 
identical, they are not patentably distinct from each other because the '542 patent 
recites the method of treating a mammalian nerve tissue injuries with a biofusion 
materials. '542 teaches that the preferred biofusion material as polyethylene glycol 
(See claims 3 and 4 particularly) and the nerve tissue injuries can be spinal cord injuries 
(See claim 17). One of ordinary skill in the art would have been motivated to employ 
polyethylene glycol (the preferred agent in '542) in a method to treat spinal cord injuries 
(the specific recited nerve tissue injury in '542). Employing any preferred biofusion 
agents, such as polyethylene glycol, would have been reasonably expected to be useful 
in treating any nerve tissue injuries, including spinal cord injuries. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Response to arguments 

Applicant's arguments averring the conflicting application not being patented and 
therefore, requesting withdrawal of the double patenting rejection have been 
considered, but are not found persuasive. Examiner notes that the rejection is actually 
a provisional double patenting. Therefore, by definition, the conflicting application has 
not been patented yet. 
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Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, In such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which It is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 22-30, 38-40, and 43-44 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The limitation "wherein 
the composition does not contain benzyl alcohol" recited in the claims is not supported 
by the originally filed specification and claims. Because of the recited limitation, the 
scope of the claims has been changed. Such change of the scope of the claims is not 
supported by the originally filed specification and claims. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 22, 24-30, 38-40 and 43-44 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Balasubramanian (US Patent 5,382,584) in view of Potter et al. (Clin 
Invest Med, 19(4), Suppl.: S80, #533). Potter is reference of record. 

Balasubramanian teaches a method of employing piperazinyl phenylacetamide 
compounds useful as treatment for spinal cord injuries broadly (see col. 4, line 2). 
Balasubramanian also teaches one of the routes to administer the piperazinyl 
phenylacetamide compounds as intrathecal (See col. 5, line 6). Balasubramanian also 
teaches when administering the piperazinyl phenylacetamide compounds parenterally, 
such compounds will be formulated into solution or suspension with suitable solvent 
such as polyethylene glycol 200-1500 (See col. 6, lines 17-27). 
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Balasubramanian does not expressly teach 4-aminopyridine, a potassium 
channel blocker, can be combined with method of treating spinal cord injury such as 
crushed spinal cord injury. Balasubramanian does not expressly teach specifically 
administering the piperazinyl phenylacetamide compounds with polyethylene glycol 
200-1500 intrathecally. 

Potter et al. teaches the use of 4-aminopyridine to treat spinal cord injury (See 

#533). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to employ 4-aminopyridine with the piperazinyl phenylacetamide 
compounds of Balasubramanian to treat spinal cord injuries such as crushed spinal cord 
injury. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to administer the piperazinyl phenylacetamide with polyethylene 
glycol 200-1500 intrathecally in a method to treat spinal cord injuries. 

One of ordinary skill in the art would have been motivated to employ 4- 
aminopyridine with the piperazinyl phenylacetamide compounds of Balasubramanian to 
treat spinal cord injuries such as crushed spinal cord injury. 4-aminopyridine is known 
to be useful as treatment for spinal cord injury. The polyethylene glycol containing 
formulation of Balasubramanian is also known to treat spinal cord injury. Employing 
them concomitantly for treating the very same condition, spinal cord injuries, would be 
obvious {In re Kerkhoven 205 USPQ 1069). 

One of ordinary skill in the art would have been motivated to administer the 
piperazinyl phenylacetamide with polyethylene glycol 200-1500 intrathecally (Note: a 
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polyethylene glycol containing composition) in a method to treat spinal cord injuries 
such as crushed spinal cord injury. Since the piperazinyl phenylacetamide compounds 
of Balasubramanian are known to be useful to treat spinal cord injury. Administering 
such compounds intrathecally, in solution form with polyethylene glycol 200-1500, to 
treat spinal cord injury would have been reasonably expected to be effective. It is 
known that polyethylene glycol is the exemplified solvent useful to dissolve the 
piperazinyl phenylacetamide compounds of Balasubramanian. Employing polyethylene 
glycol as the solvent would be considered as selecting from obvious alternatives. The 
skilled of artisan would possess all conventional administration method of the active 
compounds such as oral administration. The selection of one or another route of 
administration would be seen as a simple selection from among obvious alternatives. 

Response to arguments 

Applicant's rebuttal arguments filed February 27, 2004 averring the cited prior 
art's failure to teach all limitations of the claims, especially the resulted neuronal effect 
have been considered, but are not found persuasive. The cited prior art teaches the 
employment of polyethylene glycol containing composition to treat spinal cord injury. 
The resulted neuronal recovery must be present since the cited prior art teaches the 
employment of the herein claimed compound to treat spinal cord injury. 

Applicant's arguments averring the prior art's recognition of polyethylene glycol 
as ineffective in treating neuronal injury by citing Balasubramanian, col. 4, lines 40-46, 
and the cited prior art's failure to suggest the herein claimed invention have been 
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considered, but are not found persuasive. Balasubramanian, col. 4, lines 40-46 does 
not expressly teach polyethylene glycol as the vehicle employed in the experiment. 
Moreover, Balasubramanian, col. 4, lines 40-46 merely teaches the vehicle is not as 
effective in reduce infraction as compared to the compounds of Balasubramanian, it 
does not teach the vehicle is not effective at all. Furthermore, Balasubramanian, col. 4, 
lines 40-46 teaches the effect of vehicle in reducing the infraction. It does not teach that 
the vehicle is ineffective in neuronal activity recovery. Examiner notes that the instant 
claims encompasses a method of treating spinal cord injury by employing any 
composition containing polyethylene glycol or C1-C10 polyalkylene glycol. In the instant 
case, the method of Balasubramanian suggests the use of polyethylene glycol, although 
as a vehicle, with the compounds of Balasubramanian to treat spinal cord injury. 

Applicant's rebuttal arguments filed February 27, 2004 averring the cited prior 
art's failure to provide the motivation to combine compounds of Balasubramanian and 4- 
aminopyridine to treat spinal cord injury have been considered, but are not found 
persuasive. The motivation is based on the teachings of the cited prior art that both 
agents are known to be useful in treating spinal cord injury. Therefore, absent evidence 
to the contrary, employing them concomitantly for treating the very same condition, 
spinal cord injuries, would be obvious {In re Kerkhoven 205 USPQ 1069) and additive 
effective would be reasonably expected. 

Applicant's rebuttal arguments filed February 27, 2004 averring the cited prior 
art's failure to provide reasonable expectation of success have been considered, but are 
not found persuasive. As discussed above, concomitantly employing both 
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compositions, which is known to be useful in treating spinal cord injury individually, for 
treating the very same condition, spinal cord injuries, would be obvious {In re Kerkhoven 
205 USPQ 1069) and additive effective would be reasonably expected. 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to San-ming Hui whose telephone number is (703) 305- 
1002. The examiner can normally be reached on Mon 9:00 to 1 :00. Tu - Fri from 9:00 to 
6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, PhD., can be reached on (571) 272-0629. The fax 
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phone number for the organization where this application or proceeding is assigned is 
703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




San-ming Hui 
Patent Examiner 
Art Unit 1617 



